ADRs dwoc ghi nhan fir cac nghién clru 1&m mm:@ va trong qué trinh lvu hanh thuée.
Tan suét dwoc xéc dinh nhw sau:

R4t EQQ:Q gép (ADR 2 1/10), thudng gap ﬁ:oo <ADR <1/10), it gap (1/1.000=ADR <
d:oov hiém gép 330 000 <ADR < 1/1.000), rathiém gap (< 1/10.000), chua biét (khéng
thé wéc lwong dugc tan suét tir div lidu sén co).

Hé co quan Tan suét Téac dung khéng mong muén
R . Thudng gép | Nhiém ném Candida trén niém mac da.
Nhiém khuan T —— e
va ky sinh tring | chua bidt mo.»zr_m_d cac vi sinh vat khéng nhay cam véi
thude.
Hidm g3 Giém bach cau ¢6 hdi phuc (k& ca gidm bach
B gap cAu trung tinh), giam tidu cu.
Rai loan méu va " " s T
hé bach huyét Mat bach cau hat ¢6 hai phyc, thieu mau tan
T Chua biét huyét, kéo dai thdi gian chdy mau va thoi gian
prothrombin,
Réi loan hé Chura biét Phu mach thén kinh, s6c phén vé, hoi ching
mién dich? a bie giéng bénh huyét thanh, viém mach qua man.
. . itgap Chéng mét, nhirc dau,
Roiloan he Hiéu dbng thai qua co hdi phuc, co giats, vié
than kinh & ieu 4ol ail Uc, at®, viem
Chua bict mang nao vd khuan.
Ratthuong | 13, chay.
gap
R loan hé tigu | Thwong gap |- Budn non*, nén.
hoa itgap Réi loan tiéu hoa.
" .‘ - P — -
Chua bibt W\_mS dai trang do khang sinh5, lwdi moc léng
en.
Réi loan gan it gsp Tang AST va/ hodc ALTS.
mét Chuwa biét Viém gan’, vang da & mat’,
it gap Ban da, nglra, may day.
Hiém gép Héng ban da dang.
Hai ching Stevens-Johnson, hoai t biéu bi
Réi loan da va da nhiém doc, viém da bong nwéc bong vay,
td chire dwdi ngoai ban mun mu toan than cAp tinh (AGEP)S,
das Chuwa biét hdi chizng phéat ban do thubc véi chirng tang
bach cdu wa acid va nhitng triéu chirng toan
‘ than (Drug reaction with eosinophilia and
systemic symptoms - DRESS).
R&i loan than 9 A a P
va tiét niéu Chua biét Viém thén ké, tinh the niéu

1 Xem muc Canh béo va thén trong khi ding thudce.

2 Xem muc Chéng chi dinh va Cénh béo va than trong khi dung thude.

3 Xem muc Canh bao va than trong khi ding thubc.

4 Thwdng xay ra khi diing thube véi lidu cao, c6 thé ubng thubce trong bira &n dé&
gidm thidu céc anh hwdng trén duéng tiéu hoa.

5 Bao gdm viém dai trang gid mac va viém dai trang xuét huyét (xem myc Cénh
béo va than trong khi dung thudc).

6 Tang trung binh AST va/ hodc ALT da duoc ghi nhan & nhitng bénh nhan diéu

i v&i khang sinh nhom beta-lactam, tuy nhién, y nghia cta nhirng phat hién
nay chwa dwoc biét dén.

7 Tac dung khéng mong mudn nay da dwgc ghi nhan & nhiing bénh nhan diéu
tri v&i khang sinh nhom cephalosporin va cac thudc khac nhom penicilin (xem
muc Cénh béo va thén trong khi dung thudc).

8 Ngwng didu tri v&i thudc néu phan (rng viém da qua man xay ra (xem muc
Cénh béo va than trong khi ding thuéc).

9 Xem muc Canh béo va théan trong khi dung thuéc.

10 Xem muc Qué liéu va céch xur tri.

Hwéng dan cach xir tri ADR:

Néu phan {ng di c_:m xm< ra nhuw ban dé, U:: Quincke, séc phan vé, hoi o:cﬁm Stevens-

Johnson, phai ngirng thudc, 1ap ttrc diéu trj cAp ctru _um:@ adrenalin, the oxygen, liéu v:mn

corticoid tiém tinh mach va thdng khi, k& ca dit ndi khiquan va khong bao gir dugrc didu tri

béng cacthubc cé thanh n:m: chira khang sinh nhém penicilin hodc cephalosporin niva.

X tri khi viém dai frang gia mac: |

+ Nhe: Ngirng thudc.

£ Nang (kha nang do Clostridium difficile): Bdi phy nwéc va dién giai, ding khang sinh
chéng Clostridium (metronidazol, vancomycin).

Théng bao ngay cho béc si hodc dwec si nhikng phan teng c6 hai gdp phai khi stv

dung thuéc.

QUA LIEU VA CACH XU TRi:

Qua lidu:

- Cactriéu osq:m trén dwérng tidéu hoa va rdi loan can cm:m nweée, dién @_ i c6 thé 12 biéu
hién clia qua liéu. D3 quan sat thay tinh thé amo; nniéu, trong mot s6 tredrng hop dan
dén mcﬁ:m:

-Co m_ﬁ 66 thé x@y ra trén nhiing bénh nhan suy than :omo bé&nhnhan n_::m lidu'cao.

- Tinhthé cGa amoxicilin cling da dwgc tim 5m< trong cac o:@ thong tidu, d&c bigt sau khi
sl nc:@ lidu cao qua dwong tiém. Do d6, can dinh ky kiém tra tinh trang cta cac éng
théng tiéu.

Cachxirtri:

- Diéu tr tridu chirng dudng tiéu hoa, chi y can cm:@ nwécva dién gia

- C6 thé loai bd amoxicilin va acid clavulanic ra khdi tuin hoan bang phwong phap tham
phanmau.

PAC TiINH DUQC LYC HOC:

Nhém dwore ly: Phdi hop cia nhom penicilin, bao gdm chét e ché beta-lactamase.

M&aATC: JO1CRO2.

- Amoxicilin 1d mét :Eoo khang sinh ban tdng hop thude nhom penicifin, co tac Qc:@ diét
khuan do thudc gan vao mot hodc nhidu protein gén penicilin clia vi khuén (PBPs) dé e
ché sinh 8:@ er vmuﬁaom;\om: la mét thanh u:m: quan :.o:o clia thanh té bao vi
khuan. Sy tre o_,_m :m< _m3 suy <mc thanh té bao dan dénvi xrcm: u_ _osm: :c< va o:m»

- Acid clavulanic la Boﬁ beta-lactam, co lién quan v& mat cAu tric véi cac vm:_o in. Acid
clavulanic ¢6 kha nang trc ché cac enzym beta-lactamase va do d6, ngén ngira s bat

hoat d8i voi amoxicilin. Acid clavulanic don tri liéu khong c6 tac dung khang khuén trén
lam sang.
- Corché gé khang:

Haico ché dé x:m:m v&i phbi hop amoxicilin va acid clavulanic:

+ Bt hoat thudc bdi cac beta-lactamase khéng bj (rc ché béi acid clavulanic bao gém
céacbeta-lactamaselop B, C, D.

+ Bién @i cac protein gén penicilin (PBPs), do d6 1am giam ai lic clia chét khang khuén
taivitritac a::@

Sy m_mB tinh thdm clia té cmo vi x:cm: hodc co ché bom day Ecoo o thé gay ra hodc

@ov phanvao St dé x:m:m thudc clia vi khuan, d&c bigtia & vikhun Gram am.

- Phé x:m:m khuén cta thuée:

Cécvikhuén thwéng nhay cam:

+ Vi khudn Gram dwong hiéu khi: Enterococcus faecalis, Gardnerella vaginalis,
Staphylococcus aureus (nhay cam voi methicilin)?, Staphylococcus spp. am tinh véi
coagulase (nhay cadm v&i methicilin), Streptococcus "agalactiae, Streptococcus
pneumoniae?, Streptococcus pyogenes va Streptococcus spp. tan mau nhém B khéc,
Streptococcus viridans.

+ Vi khudn Gram am hiéu khi: Capnocytophaga spp., Eikenella corrodens,
ImmSotEEm influenzae®, Moraxella catarrhalis, Pasteurella multocida.

+ Vikhuan _Q khi: mmamxcamm wxmmsm Fusobacterium nucleatum, Prevotelia spp.

Céc vikhuén co thé c6 van dé vé sy khang thubc méc phai:

+ Vikhuén Gram duong hiéu khi: Enterococcus faecium®.

+ Vi khudn Gram am hiéu khi: Escherichia coli, Klebsiella oxytoca, Klebsiella
pneumoniae, Proteus mirabilis, Proteus vulgaris.

Cac vikhuan vén 4 khang thubce:

+ Vikhuln Gram am hiéu khi: Acinetobacter sp., Citrobacter freundii, Enterobacter sp.,
Legionella pneumophila, Morganella morganii, Providencia spp., Pseudomonas sp.,
Serratia sp., Stenotrophomonas malfophilia.

+ Khac: Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetii,
ikooimmam pneumoniae.

1 T4t ¢& Staphylococcus spp. @& khang v&i methicilin déu d& khang voi phéi hop
amoxicilin/ acid clavulanic.

2 Phéi hop amoxicilin/ acid clavulanic c6 thé khéng thich hop dé diéu tri Streptococcus
pneumoniae dé x:m:m v&i penicilin.
3P3a b bao cao v& cac chiing gidm tinh nhay cam & mdt s6 nwéc trong Lién minh chau Au
(EU) v&itAn suét cao hon 10%.

4Tinh nhay cam trung gian ty nhién khéng ¢ co ché dé khang méc phai.

DAC TiNH DU'Q'C PONG HOC:

Hap thu:

Amoxicilin va acid clavulanic bj vsm: ly hoan toan trong dung a_o: nwéc & pHsinh ly. Ca
haithanh phén déu dwoc hap thu tdt va nhanh chéng sau khi co:@ Sinh kha ac:m duong
:o:o cla amoxicilin va acid clavulanic x:om:m 70%. Bac tinh cta hai thanh n:m: c.o:m
huyét tvong 1a nhw nhau va thei gian dat ndng @6 dinh trong huyét trong (Tmax) clia mi
thanh phan la khoang 1 gio.

Céc két qua duoc dong hoc trong mét nghién clru, ubng amoxicifin/ acid clavulanic (875
mg/ 125 mg, hai 1an mbi ngay) & trang thai déi cho cac nhom tinh nguyén vién khée manh
duoctrinh bay duéi day:

Céc thong sb duoc dong hoc trung binh (& d6 iéch chudn SD)

Cac hoat chat | Lidu | Cmax Tmax* | AUC (024gi5) | Tz

dwgcubng | (mg) | (g/ml)| (gi®) | (ug.gioimL) | (gi®)
Amoxicilin

AMX/ CA 11,64 1,5 53,52 1,19

875 mg/ 125 mg 875

+2,78 | (1,0-2,5) + 12,31 + 0,21

Acid clavulanic
AMX/ CA 125 2,18 1,25 10,16 0,96

875 mg/ 125 mg +0,99 | (1,0-2,0) + 3,04 +0,12

AMX: Amoxi , CA: Acid clavulanic
* Trung vi (khoang)

Ndng do amoxicilin va acid clavulanic trong huyét thanh khi str dung phdi hgp amoxi
acid clavulanic twong dwong véi néng @6 dat dwoc khi sir dung amoxicilin hodc acid
clavulanic riéng 1 theo dwérng ubng & cung mirc lidu.

Phan bé:

Khoang 25% acid clavulanic toan phén trong huyét trong va 18% amoxicilin toan phan
trong huyét tong lién két voi protein. Thé tich phan b bidu kién khoang 0,3 - 0,4 L/ kg déi
v&i amoxicilin va khoang 0,2 L/ kg d6i véi acid clavulanic.

Sau khi tiém tinh mach, ¢ amoxicilin va acid clavulanic da dwoc tim thay trong tGi mat, md
bung, da, m&, md co, hoat dich va dich mang bung, mat va ma clia vét thwong. Amoxicilin
khéng phan bé nhidu trong dich ndo tay,

Cac nghién ctru irén mozm vat cho thdy khong co sy tich trir omo chét osc<m: héa cta
thudc trong co thé. Gidng nhu cac x:m:@ sinh khac nhém penicilin, amoxicilin ¢6 thé phan
bd vao trong stva me. Mot lwong rat nhd acid clavulanic cling da dwgc phat hién trong sta
me.

Ca amoxicilin va acid clavulanic déu qua dwgc hang rao nhau thai.

Chuyén héa:

_A:om:m 3 25% amoxicilin trong lidu khoi dau dugc bai tiét :.o:@ nwéc tidu dudi nm:m
c khéng hoat dong. Acid clavulanic chuyén héa nhiéu trong co thé nguwdi,
dwoc bai tiét vao nwéc tidu, phan va dwéi dang carbon dioxid trong khi thé ra.

Thai trd
Amoxicilin dwoc thai trir chl yéu qua than, trong khi acid clavulanic dwoc thai trir theo cor
ché > qua ca than va ngoai than.

:\ mo_a o_m<c_m:_o co thoi o_m: Um: thai 35@ U_:s trong xromzo 1 QQ va

ilin va 40 - 65% acid clavulanic dugc thai trir vao nudc tidu dudi nm:m _Sozm bién
dbi trong 6 @_Q d4u sau khi ubng duy nhat mét vién nén co thanh phan amoxicilin/ acid
clavulanic vai ham iwgng 250 mg/:125 mg hodc 500 mg/ 125 mg. Cac nghién ctru khac

nhau chi ra réing khoang 50 - 85% amoxicilin va 27 - 60% acid clavulanic duoc thai trle qua
nwéctidu sau 24 gir. Acid clavulanic dwoc thai trir nhidu nhét trong 2 gidy dau sau khi diing
thubce.

Dung ddng théi voi probenecid co thé lam cham thai trly amoxi
hwéng dén sy thai triv clia acid clavulanic qua than.

Tuditac:

Thei gian ban thai ciia amoxicilin & tré tr 3 Em:m dén 2 tudi twong dwong véitré Idn hon
va ngudi tredng thanh. O tré so sinh Acmo gdm ca tré sinh non), trong tuan d4u tién sau khi
chao doi, khong nén ac:m ncm 21An/ ngay vi dwong thai trir qua than chwa phat trién :om:
thién. Do nhi*ng ngwdi cao tudi co kha néing suy gidam chirc :m:m than cao hon nén can
than trong khi fwa chon liu va theo ddi chire ndng than trong subt qua trinh didu tri,

Gii tinh:

Sau khi cho udng amoxicilin/ acid clavulanic & nhivhg phu né» va nam m_Q_ khoe manh cho
thay gioi tinh khong anh hwéng dang k& dén dwoc dong hoc cda ca amoxicilin va acid
clavulanic.
Suy thén:
Hé sb thanh thai toan phan trong huyét thanh ctia amoxicilin/ acid clavulanic giam twong
{rng v&i sk suy gidm chirc nang than. Sy gidm thanh thai amoxicilin 16 rét hon so voi acid
clavulanic, vi ti & amoxicilin thai trir qua duwdng than cac hon. Do d6, fiéu cho bénh nhan
suy than phai ngan ngiva sy tich Iy qua mirc amoxicilin trong khi van duy tri mirc acid
clavulanic phu hop.

Suygan:

Nhirng b&nh nhan suy gan nén dwoc chi dinh lidu mot cach than trong va theo déi chirc
nang gan dinh ky.

QUY CACH BONG GOI:

HOp 1 tix 2 vix 7 vién nén bao phim.

PIEU KIEN BAO QUAN:

Khoéng qué 30°C, tranh &m va anh sang.

HAN DUNG:

24 thang k& tir ngay san xuét,

TIEU CHUAN CHAT LUWONG CUATHUOC:

Tigu chuén chat lugng: USP (Dwgc dién M§).

0.

IMEXPHARM

Co s& sén xuédt: CHI NHANH CTY CP DUQ'C PHAM IMEXPHARM
NHA MAY KHANG SINH CONG NGHE CAO VINH LOC
L6 B15/1 - B16/1, Buéng 2A, Khu céng nghiép Vinh Léc,
Phuéong Binh Hung Hoa B, Quén Binh Téan,
Thanh phd H Chi Minh, Viét Nam
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Ry}
CEPMOX-CLAV 875 mg / 125 mg

VIEN NEN BAO PHIM

Boc ky ::5.:@ dan st dung treéc khi dung.
Pé xa tam tay tré em. .
Thudc nay chi ding theo don thubc.

THANH PHAN CONG THU'C THUOC:

M&i vién nén bao phim chira:

Thanh phén dwoc chat:

Amoxicilin {dwoi dang Amoxicilin trihydrat compacted) . 1 875 mg
Acid clavulanic (dwéi dang Kali clavulanat - Avicel (1:1)) 125 mg
Thanh phén ta dwge: Cellulose vi tinh thé, Natri starch glycolat, Colloidal anhydrous
silica, Magnesi stearat, Sepifiim. )

DANG BAO CHE:

Vién nén bao phim.

Vién nén dai, mét mat co khéc vach ngang, mot mét tron, bao phim mau trdng, canh <m

thanh vién nguyénven.

(Vach khic khéng diing dé phan liéu).

CHi BINH:

nmv_.:ox -Clav 875 Bm\ 125 mg duoc chi dinhtrong cac trudng hop nhigm khuén do cac

chling vi khuén nhay camvoi thubc:

- Viém xoang omn tinh do vi khuan.

- Viémtai gitva cap tinh.

- Dot cp ciiaviém phé quan man tinh..

- Viém phdi méc phai tai cong déng.

- Viém bang quang.

- Viémthan-bé than.

_ Nhiém khuAn da va mé mém: Viém mb té bao, vét cin dong vat va ap xe nha khoa c6
kém viémté baolan rong.

- Nhiém khuén xwongvakhép: Viem tly xwong.

LIEU DUNG - CACH DUNG:

Lidu dang:

Lidu lwong .SQQ:@ dwoc thé hién theo ham livong m30x. lin/ acid clavulanic trir khi duoc

néu ré theo lidu clia tirng thanh phan riéng 18

Viéc lwa chon lidu ciia Cepmox-Clav 875 Bm\‘_Nm mg phu thuéc vao cac yéutbsau:

- Loai vikhuAn gay bénh va khé niing nhay cam véi chat khang khuén.

- Mirc d3 vavitri nhiém khuén.

- Tudi, cAn ndng va chire néng thén ctia bénh nhan.

Viéc st dung thudc thay thé cho Om_uz,_ox.o_m< 875 mg/125 mg (nhw khi ¢dn amoxi

_.m: cao hon va/ hodc ti 1é khac ctia amoxicilin v&i acid clavulanic) nén duwoc xem xét khi

canthiét.

Nguwdi Ion va tré em = 40 kg, tdng liéu hang ngay cia Cepmox-Clav 875 mg/ 125 mg la

1750 mg amoxicilin/ 250 mg acid clavulanic, chia thanh 21an/ ngay va 2625 mg amoxicilin/

375 mg acid clavulanic, chia thanh 3 1an/ 3©m<

DSi v&i tré em < 40 kg, lidu t6i da hing ngay cla Cepmox-Clav 875 mg/ 125 mg |a 1000 -

2800 mg amoxicilin/ 143 - 400 mg acid clavulanic. Néucan diing lidu amoxicilin :m:m :mm<

cao hon nén liya chon thubc co ti1é uro_ hgp amoxicilin/ acid clavulanic khac dé tranh st

dung acid clavulanic liéu cao khong can thiét.

Théi gian diéu trj nén duoc xem xét thy theo su dap tng cta bénh nhan. Mot s6 nhiém

khuan (nhu viém tly xwong) can phai diéu tri thoi gian dai hon. Khong nén kéo dai thoi

gian diéu tri qué 14 :©m< ma khong danh gia lai tinh trang cta bénh nhéan.

Ngudilénvatréemcan :m:m 240 kg:

- Lidu thuong dung (cho tat ca-céc chidinh): 1 vién/1an x 2 _m:\ ngay.

- Lidu cao amo biét trong cac »EQ:@ hop nhw viém tai , viém xoang, nhiém khuan
duong ho hép dwdi va nhidm khudn dudng nigu): 1 vién/ 1an x 3 1an/ ngay.

Tré em can ning <40 kg:

- _..mc thuwdng dung: 25 mg/ 3,6 mg/ kg/ ngay dén 45 mg/ 6,4 mg/ kg/ ngay, chia thanh 2 1an
ubng.

- Co Em xem xét ﬂm:@ li&u 1&n dén 70 mg/ 10 mg/ kg/ ngay, chiathanh 2 1&n co:m dbi voi
motsé nhiém khuén 3::. viémtai gitba, viém xoang, nhiém khuan duérng hd hép dwaéi).
~ Vidang bao ché vién nén bao phim khdng h8 tre viéc chia lidu chinh xéc cho tré em can

nang dw¢i25kg. Vi <m<_ khdéng nén dung thudc cho dbi twong :m<
- Tré can nang tir 25 kg dén <40 kg: Lidu khuyén céo sau day véi ché 6o ding thuée 1 1an/
ngay

m

Lidu don
- khuyén céo
Can néng (kg) 40 | 35 |30} 25 (mg/ kg
can néng)
Liéu armoxicilin :
nang), udng liéu duy nhat 12,6-225
(twong dwong 1 vién 21,9125,0)2921350 (tang-dén 35)
Cepmox-Clav 875 mg/ 125 mg)
Lidu acid clavulanic (mg/kg can
ndng), udng liéu duy nhat 1,8-3.2
(twong dwong 1 vién 8136|4250 (ting dén mv
Cepmox-Clav 875 mg/ 125 mg)

- Chua ¢ di¥ lidu 1am sang vé viéc st» dung amoxicilin/ acid clavulanic 1 18 7:1 v&i lidu
trén 45 mg/ 6,4 mg/ xm\ 3mm< & tré em du6i 2 tudi. )

- Chuwa c6 dir liéu lam sang vé viéc st dung nso. :Q_u amoxicilin/ acid clavulanic t71& 7:1
cho tré em dudi 2 thang tudi. Do do, viéc d& nghi lidu cho cac dbi tivong nay van chua
duwocthwc hién.

Ngwei 16n tudi: Khong can chinh lidu, st dung nhue lidu ngudi lom.

Bénh nhan suy than:

Tinh trang suy than Chinh lidu

Db loc cAu than
2 30 mi/ phat

P6 loc chu than
< 30 mi/ phat
C6 thdm phan mau

Khéng can chinh lidu

Khéng khuyén cao st dung phéi hop
amoxicilin/ acid clavulanic voi fi 871 Vi <.m<_
khong c6 khuyén nghj vé viéc diéu chinh ligu

Bénh nhéan suy gan: Can than trong trong chi dinh lidu ding va theo dai chirc ndng @w:

thuérng xuyén.

Cachdung:

- Diing mQQ:@ ubng.

- D& giam kha nang khong dung nap thudc & QQQ:@ tiéu :om nén udng thubc trong biva
an.

- .?QQ:.@ hop quén ubng mot liéu dung: Im< co:m ngay khi ::Q ra. Dung lidu ké tiép sau
i E_m: 4 @_Q Khéng ac:n ugap doi &4 bii vao lidu da quén.

Motsdlwuy mmn biétvé X 1y thubc trwére va sau khi st dung thude:

Khong c6 yéu cau dic bigt vé x& Iy thudc sau khi'sr dung.

CHONG CHIBINH:

- Bénh nhan co tién s man cam véi xsm:m sinh nhom beta-lactam, nhuw penicilin,
nmn:m_omnozs nm_.cm_um:ma monobactam hodc bt ¢t thanh v:m: n&o ciathube.

_ Bénh nhan c¢6 tién st bj vang da hodc suy gan ¢o __m: quan ‘d&n-amoxicilin va acid
clavuianic.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Truéc khi b4t dau didu tri bing amoxicilin/ acid clavulanic, cin tim hidu vé& tién s di trng
clia ngudi bénh voi penicilin, cephalosporin hodic cac thudc beta-lactam khéc.

Bénh nhan duwoc didu tri bang penicilin ¢6 thé mmn phén (rng qué man :m:_mB :‘o:w va
ddikhi mm< o vong (phan v&). Nhirng phan (rng ndy nhiéu kha nang xm< ra & nguwoi bénh
c6 tién st nhay cam voi penicilin va ngudi bénh co co dia di cﬁm Néu phan (rng dj (’ng
xay ra, phai ngeng diing thube va ¢ liéu u:mv didu tr thay thé thich hop.

- ._.ﬂo:m truong hop da xac dinh dwoc vi khuan gay bénh nhay cam véi amoxicilin nén
chuyén sang diing amoxicilin don triliéu.

- Trong treomg hoprenzym beta- lactamase do vi khuan tiét ra khong bi (¢ ché béi acid
clavulanic dan dén vi khuan dé x:m:@ véi thube khang sinh beta-lactam, x:o:@ ding
Cepmox-Clav 875 _._._m\ 125 mg dé didu tri. Khong ding thudc nay dé diéu trj S.
pneumoniae d& khang vai penicilin.

- Co giat c6 thé x@y ra & bénh nhan suy gidm chire nang than hodc bénh nhan sir dung
thude lidu cao.

- Can tranh ac:@ amoxicilin/ acid clavulanic cho bénh nhan bi téang bach cAu don nhan
nthi&m khuan do nguy cor vrmﬁ bancaoc & :356 bénhnhén nay néu diing amoxicilin.

- Dung mo:m thei allopurinol véi amoxicilin ¢6 thé lam téng nguy co ditrngda.

- Uc:o thudc kéo dai d6i khi gay ra s phat tridn qua mire ciia cac vi khuén khong nhay
cam voithube.

_ St xuét hién clia sét phat ban toan than ¢6 myun md & giai doan dAu didutricothé latrieu
chirng clia hdi chirng ngoai ban mun m{ toan than cép tinh A>oEm Generalized
Exanthematous Pustulosis - AGEP). Khi c6 d4u hidu xm< ra, bénh nhan can :mc_:m diing
thuéc va khong dwoc st dung thube chira amoxicilin dé didu trj bénh trong céc treong
hop vé sau.

- Thén trong khi diing amoxicilin/ acid clavulanic cho bénh nhén suy gidm chirc :m:m gan.
Céc trwéng hop vé gan xay ra chi yéu & bénh nhan nam, bénh nhan cao tu6i va bénh
nhan didu tri kéo dai, hiém xm< ra & tré em. Thong thuwrong, cac dAu higu va triéu chirng
thiong xay ra frong sudt ncm trinh didu tri hay sau khi diéu tri mdt thoi @_m: ngan, :3::@
trong mot vai tredng hop cé thé .%o:m 16 rang cho dén vai Em: sau khi ngirng didu tri.
Omn triéu chirng nay thrdmg co thé tw hdi phuc, tuy nhién van c6 triedng hop tré nén
trdm trong, tham chitly vong, nhung rathiém, SQQ:m xay ra & nhi¥ng bénh nhan bi bénh
hiém nghéo hoac diing phdi hop thudc cd nguy co mm< anh scﬁ:m déngan.

- Viém dai trang do dung thubc khang sinh xay ra v&i hdu hét cac thude khang sinh, bao
moB c& amoxicilin, mirc d6 dao dong tiv nhe dén de doa tinh mang. Do vay, can luvu y
chén doan nhivng bénh nhan c6 tiéu chay trong hodc sau khi diing khéang sinh. Néu xay
ra viém dai trang do khang sinh, nglrng ding thudc ngay 1ap tirc, va cé liéu phap diéu trj
thich hop. Chéng chi dinh thubc nso:m co thét trong tredng hop nay.

- Néndinh ky dénh gia chirc néng cla cac hé 50:@ co quan, bao gém chirc nang gan,

acid clavulanic.-Can theo d6i tinh trang cm:z nhan khi st dung qo:o ‘thon véi thube
chéng ddng mau va diéu chinh __mc lwong ctia thube chdng dong thich hop dé ac< tri
mirc d6 chéng Qon@ méu mong muén.

- O'bénhnhan suy giam chirc ndngthan, can didu chinh liéu theo mirc do suy | than.

- Bénh nhan tidu it c6 thé gép trudng 3Qv tinh thé niéu :::5@ hiém, chd yéu xm< ra khi

duing thuéc QQQ:m tiém. Khi diing amoxicilin liéu cao, can can béng _:Q:m nwéc udbng
vao va théi ra dé giam kha nang tao thanh tinh thé amoxicilin. Phai kiém tra thuwong
xuyén cac o:m théng bang quang d& tranh hién twong két tha gay tac.

- Trong khi didu tri bang amoxicilin, nén st ac:@ phwong phép glucose oxidase enzym
khi can xét nghiém @_coomm trong nwde tidu vi cac phuong phap khéng enzym co thé
cho két qua dwongtinh gia.

- Acid clavulanic gay nén sy génkét x:o:m d3c hidu ctia IgG va albumin 1én mang té bao
:o:m caudan dénkétqua acds@ tinh gia cGa xét nghiém Coombs.

- Thude c6 thé gay dwong tinh gia xét nghiém Bio-Rad Laboratories Platelia Aspergilius
EIA do phan (ng chéo v&i cac polysaccharide va polyfuranose khéng phéi la
Aspergillus. Do do, ddi véi bénh nhéan dang dung amoxicilin/ acid clavulanic, nén than
trong khi doc két qua néu cé két qua a:@:n tinh khi xét nghiém béng. phwong phap nay
vanén xac dinh lai bang phuong phap chén doén khac.

S DUNG THUOC CHO PHU N{F CO THAI VA CHO CON BU:

Sirdung thubc cho phy ni¥ c6 thai:

- Céac nghién clru trén dong vat cho 5m< thudc khong gay haitrue tiép hodc o_m: tiép dén
kha ndng mang thai, sw phat trién ciia phai/bao thai, s sinh nd hay s phat trién sau khi
sinh.

- Céc di liéu v& viéc sir dung amoxicilin/ acid clavulanic & crc ni¥ mang thai cling cho
thdy khéng lam gia tang nguy co xuét hién dj tat bam sinh & tré, tuy nhién, cac di liéu
nghién clru nay con nhigu han ché. Mot :@:_m: ctru don & nhirng phy ni® sinh non do v&
mang &i sém cho thdy didu tri dw phong véi amoxicilin/ acid clavulanic ¢6 thé lam tang
nguy co viém rudt hoai ti & tré so sinh.

Do vay, b&nh nhan nén tranh ding thudc trong théi gian mang thai, triv khi c6 chi dinh
cliabacsi.

S Q_SQ thudc cho phu ntecho con bi:

Amoxicilin va acid clavulanic déu qua dwoc stva me (chwaco Eo:m tinvé anh ::_o.:m clia

acid clavulanic d6i véi tré Uc me). Vi vay, tiéu chay va nhidm nérn trén mang ::m< cothéd

xayra & ré so sinh bli me, can ngwng cho con b khi tré c6 cac biéu hién trén. Chi mc dung
thudc trong théi gian cho con b sau khi c6 danh gia lgi ich va nguy co clia bac's idutri.

ANH HUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua ¢6 diy di nghién ciru chitng minh thudc anh hwéng dén _%m nang lai xe va van

hanh may moc. Tuy nhién, cac tac dung khdng mong muon nhw dj {rng, chéng mat, co

giat,.. co thé anh :Q@:m khd nang 1ai xe va van hanh may moéc. Do @6, nén than trong khi

14i xe va van hanh may moc néu dang st dung thubc.

TUONGTAC, TWONG §0C>._..ICOO"
Twong tac ciia thube:

Thudc oso_._a ddéng mau dwong :o:m
Thudc chéng déng mau dung dwong udng va céc khang sinh nhém penicilin da duoc siv
dung réng rdi trong thuc téma _A:o:@ ghinhan batky fiong tac nao. ._.:< nhién, trong cacy
van c6 dé cap ¢én viéc ting chi s binh thwong héa québc (INR) & ::cﬁm bénh nhéan
ac:m acenocoumarol :omo warfarin ddng thoi véi amoxicilin, Néu can thiét phai dung
ddng thdi, nén theo ddi cén than th m_m: prothrombin ho#ic INR khi bét dau :omo ngung
dung amoxicilin/ acid clavulanic. Co thé didu chinh lidu thudc chéng déng mau néu can.
Methotrexat: Penicilin lam giam bai tit méthotrexat, do d6 lam ting doc tinh cla
methofrexat.
Probenecid: Tranh dung ddng thoi véi vﬂoum:moa Probenecid lam @_mB bai tiét
amoxicilin & éng than, vi vay, 1am téng va kéo dai nng 6 amoxicilin trong mau nhung
khéng anh huédng dén acid clavulanic.
Mycophenolat mofetil:
Q nhitng bénh nhén Qm:@ ding 3<oo_u:m:o~m~ mofetil; @ co bao céo v& sy gidm-50%
:o:m @6 trwdc lidu chia chat chuyén hoa c6 hoat tinh acid 3<ooc:m:o__n :<%>v sau khi
diéu tri véi amoxicilin/ acid clavulanic. Sy thay dbi :o:@ a8 trudre lidu nay c6 thé .%o_o@
biéu hién chinh xac'nhitng thay d8i v& mdre phoi nhiém §v>83@ thé. Do-d6, x:o:m can
thiét diéu chinh lidu mycophenolat mofetil khi chwa c6 bang chirng Iam sang ve rbi loan
chire néng thai ghép. Tuy nhién, nén theo d6i lam sang chét ché trong subt qua trinh diing
thubc va thém mot thoi gian ngén sau khi ngirng didu tri véi _%mzm sinh.

Anh :EQ:@ d6i voi cac xét nghiém:

- Nén slr ac:@ phwong phap glucose oxidase enzym khi can xét nghiém @_coomm frong
nwoc tidu vi cac phuong phap xro:m enzymco thé cho két quéa dwongtinh @_m

- Acid clavulanic mm< nén sy gan két _A:o:m dac higu cha IgG va albuminién mang té bao
:o:@ cAu dén dénkétqua a:d:m tinh gié ctia xét nghiém Coombs.

-~ Thudc c6 thé gay dwong tinh giad xét nghiém Bio-Rad Laboratories Platelia Aspergilius
ElAdo phén trng chéo véi cac polysaccharid va polyfuranose khdng phaila Aspergillus.
Do d6, ao_ v&i bénh nhan dang diing amoxicilin/ acid clavulanic, nén than »_‘o:@ khi doc
két qua néu co két qua a:o.:m tinh khi xét nghiém bang phwong phéap nay <m nén xac
dinh lai bng v:c_Q:m phap chéan doan khac.

Twong ky cia thubc:

Do chwa ¢ cac nghién ctu vé tinh twong ky cla Ecoo khéng trén I8n thubc nay véicac

thubc khac.

TAC DUNG KHONG MONG _scOz CUATHUOC:

Céc tac dung khong mong mubdn cia thube A>a<m«mm drug reactions - ADRs) thwong gép

nhatiatisu chay, budn nénva non.
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